J 



Europaisches Patantamt 
@ ^Hjl European Patent Office 

Office europ6en des brevets 





@ Publication number: 0 471 530 A1 
EUROPEAN PATENT APPLICATION 



@ ApplIcaBon number : 91307389.6 
@ DateoffOing: 12.08.91 



@ Int. CI.': G09F 3/00, A61B 19/02 



@ Prionty : 16.08.90 GB 9D18011 

@ Date of publication of application : 
19.02.92 Bulletin 92/08 

@ Designated Contracting States : 
DE FR 

(g) Applicant : KEYMED (MEDICAL & INDUSTRIAL 
EQUIPMENT) LIMITED 
Keymed House Stock Road 
Southend-on-Sea Essex SS2 5QH (GB) 

@ inventor : Parker, George Christoptier 
40 Henley Crescent 

Wbstdiffe-on-Sea, Essex SSO ONT (GB) 



inventor : Gray, Roger Leslie 
189 Raphael Drive 

Shoeburyness, Essex SS3 OUR (GB) 
Inventor : Perks, Michael David 
53 Blenheim Crescent 
l^igh-on-Sea, Essex SS9 3DT (GB) 
Inventor : Luke, Barry Edward 
5 Heeswyk Road 

Canvey Island, Essex SS8 SET (GB) 
Inventor: Blackwell, Roger Edwin 
43 The Westerlngs 
HocMey, Essex SS5 4NY (GB) 

@ Representative : Flegg, Christopher Frederick 
etal 

Boult, Wade & Tennant 27 Fumlval Street 
London EC4A 1PQ (GB) 



@ Labelling reusable medical Instrumente. 

@ Figure 1 shows a method of labelling reusable medical Instmments (1) In which machine readable 
indicia are permanently applied to each instrument, each Instrument being sterQised and stored in a 
disposable package (23) in readiness for use or reuse and the pacl^age being provkled with operator 
readable indicia (8) for identifying to an operator the Instmment within a respective package. The 
method including the steps of operating a reading apparatus (9) to read the machine readable indicia 
(7), processing an output signal of the reading apparatus in an electronic processor (10) and printing 
operator readable indica (8) on a label (15) in a printer (11) controlled by the processor and applying the 
label to the package. The method has partk»jlar applicatbn to instrnments which are accessories to 
endoscopes. 
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Thrs invention relates to a method of labelling 
reusable medical instruments and in particular but not 
exclusively tea method of labelling endoscope acces- 
sories. 

It is known for reusable medical Instruments to be 5 
cleaned, packaged and sterilised prior to use or 
reuse. A particular problem exists in respect of endo- 
scope accessories which in use are Inserted through 
operating channels in an endoscope since a close 
and careful inspection is necessary when visually io 
identi^'ng a particular type of accessory. An operat- 
ing theatre having endoscopy fecilities may typicaOy 
have fifty distinct types of accessory In readiness for 
use. Foltowing use, each accessory requires storing 
after stenlisatk)n and individual accessory packaging is 
is sometines used. However, the handling, Identifying 
and labelling of the accessories is a time consuming 
procedure which requires care to avoid mislabelling. 

Endoscope accessories are typically Identified by 
alphanumeric identifiers and/or odour coding applied 20 
to an enlarged proximal end portion of the accessory, 
there being a need to define the diameter of the 
accessory which needs to be matched to the diameter 
of the operating channel of the endoscope with which 
it is to be used arKJ also to identify the function of the 25 
accessory e.g. grasping forceps, snare or cannula. 

According to the present Invention there Is dis- 
closed a method of labelling reusable medical instru- 
ments in which machine readable indicia are 
permanently applied to each Instrument, each instru- 30 
ment being sterilised and stored in a disposable pack- 
age in readiness for use or reuse and the package 
being provided with operator readable indicia for Iden- 
tifying to an operator the instrument within a respec- 
tive package, the method including the steps of 35 
operating a reading apparatus to read the machine 
readable indida, processing an output signal of the 
reading apparatus in an electronic processor and 
printing operator readable indicia on a label in a 
printer controlled by the processor and applying the 40 
label to the package. 

An advantage of such a method is that instru- 
ments can be labelled automatically with minimal pos- 
sibili^ of operator error. 

Preferably the machine readable indida are in the 45 
form of bar codes. The package may indude a trans- 
parent wIikIow through which the machine readable 
indicia are readable by means of the reading 
apparatus. 

It is therefore possible to package the instrument 50 
prior to sterilising, for Instance in an autodave or 
ethylene oxide steriliser, the bar code being optically 
readable through the transparent window by means of 
the reading apparatus. 

In a preferred embodiment the instrument is an 55 
endoscope accessory which in use is inserted 
through an operating channel of an endoscope. The 
machine readable indida may be applied by means of 



dired printing or by a heat shrunk sleeve to a proximal 
end portion of the endoscope accessory or may be 
applied to a tag penmanenfly attached to the proximal 
end portk)n. 

The operator readable indicia may conveniently 
Indude a graphic representation of the instrument 
and/or the anatomical use of the instrument thereby 
enabling the general type of the accessory to be 
immediately klentified by visual inspedion of the 
label. 

Conveniently the electronic processor Is a com- 
puter programmed to store data recording the number 
of occasions on which each Instrument Is sterilised, to 
aid, for instance, stock control, replacement schedul- 
ing and the gathering of statistics on the number of dif- 
ferent endoscope procedures undertaken and which 
Indudes such data in the operator readable indicia. 

Embodiments of the present invention will now be 
described by way of example only and with reference 
to the accompanying drawings, in which:- 

Figure 1 is a schemata view of apparatus for use 
in the method of the present Invention; 
Figure 2 is an Illustration of a label produced in 
accordance with the method of the present inven- 
tion; 

F^ure 3 is an illustration of an endoscope acces- 
sory tocated within a labelled package; and 
Rgure 4 Is an enlarged view of the proximal end 
portion of an endoscope accessory. 
Figure 1 shows an endoscope accessory 1 com- 
prising a long thin flexible member 2 which is Insert- 
able through an operating channel of an endoscope 
(not shown). The endoscope accessory 1 has a 
proximal end portion 3 which In the drawing Is shown 
consWerably enlarged out of scale for darity. 

An operating wire 4 projects from the proximal 
end portion 3 and the accessory Is operated in use by 
aduation of the wire 4 to operate a tool 5 located at 
the distal end 6 of the flexible member 2. 

The proximal end portion 3 carries machine read- 
able indida in the fomi of a bar code 7 which is per- 
manently applied to the end portton. An alphanumeric 
Wentlfier 8 Is also mariced on the end portion 3. 

In Figure 1 a handheld laser scanning optical bar 
code reader 9 is shown directed at the barcode 7 and 
is conneded to an electronic processor 10 which in 
turn is connected to a printer 11. 

The endoscope accessory 1 is shown after hav- 
ing been deaned In an ultrasonic deaner 12 and ster^ 
lised in an autodave 1 3 and is ready for storage prior 
to reuse. 

Figure 2 is an example of a typical output from the 
printer 1 1. In Figure 2 a length of web 14 carries a suc- 
cession of blank adhesive labels 15 and a printed 
label 16, the web 14 typically having sprocket holes 
17 whereby the web Is automatically fed through the 
printer. 

Each blank label 15 is marked with a row of col- 
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oured squares 18, each colour representing the col^ 
our code of a particular size of endoscope channel. 
The printed label 16 is printed so as to ok)literate all 
but one remaining square 19 representing the colour 
code appropriate to the specific endoscope acces- 5 
sory 1. The printed label 16 also carries a graphic rep- 
resentation 20 of the tool 5 of the accessory 1 and a 
further graphic representation 21 representing the 
anatomical region for which the endoscope accessory 
is appropriate. In the presentexample the graphic rep- io 
resentation 20 is of a pan* of grasping forceps and the 
further graphic representation 21 represents a colon. 

The printed label 16 also carries an alphanumeric 
identifier 22 corresponding to the identifier 6 on the 
proximal end portion 3. The alphanumeric identifier 22 is 
is coded to indicate the length of the flexible member 
2 and the type of tool 5. In the example given FG-1 6U 
represents grasping forceps ^pe 16 of length code U. 

Figure 3 shows the printed label 16 applied to a 
disposable package 23 having a transparent window 20 
24. The endoscope accessory 1 is contained within 
the package 23 and the bar code 7 is readable by 
means of the bar code reader 9 through the transpa- 
rent window 24. 

Figure 4 is an enlarged view of the proximal end 25 
portions. 

The bar code 7 is applied to the proximal end por- 
tion 3 by applying the bar code to a sleeve 25 fomr^ed 
of a plastics nDaterial and heat shrinking the sleeve on 
to the end portion. The bar code may alternatively be 30 
applied pennanendy either directly on to the end por- 
tion 3 or to a tag (not shown) of a plastics material 
which is pemnanently attached to the end portion 3. 

The printed label 16 may carry additional lnfor> 
mation as required. For example the electronic pro- 35 
cesser 10 may be instructed by suitable programming 
to maintain a database storing informatton as to the 
number of occasions on which a particular accessory 
has been used. The data base can be updated auto- 
matically on the assumption that the accessory has 40 
been used prior to each occashm on which the bar 
code is read using the bar code reader 9. 

The instrument nr^ be sterilised in an autoclave 
either before or after packaging. Where the accessory 
1 is sterBised before packaging then the package 23 45 
need not include a transparent window 24 of the type 
shown in Figure 3. 

The electronic processor may be given instruc- 
tions by an operator using a keyboard or alternatively 
by the use of a chart carrying preformated bar code so 
instructions which are scanned using the bar code 
reader 9. 

The bar code may if required uniquely identify 
each Instmmenl by a serial number. The electronic 
processor 10 may also be provided with additional 55 
outputs such as a visual display unit or a further 
printer and may then provide an output for example of 
the extent of use logged in respect of each of a num- 



ber of accessories. Such output may be used for 
example in auditing and may provide an indication as 
to when indhddual accessories are due for replace- 
ment according to a lapsed time or frequency of use. 
The electronic processor 10 may also be connected 
to a networic providing for automatic reordering of 
instruments, accessories and the like. 

The method of the present invention has appli- 
cations for instruments other than endoscope acces- 
sories partlculariy where instruments are small, 
difficult to visually distinguish and/or where handling 
of the Instruments is to be minimised. 



Claims 

1. A method of labelling reusable medical instru- 
ments (1), each instrument being sterilised and 
stored In a disposable package (23) in readiness 
for use or reuse and the package being provided 
with operator readable indicia (8) for identifying to 
an operator the instrument within a respective 
package, the method being characterised by 
including the steps of operating a reading 
apparatus (9) to read machine readable indicia 
(7) which are pemtanentty applied to each instru- 
ment, processing an output signal of the reading 
apparatus in an electronic processor (10) and 
printing operator readable indicia (6) on a label 
(15) in a printer (11) controlled by the processor 
and applying the label to the package. 

2. A method as claimed in cla^ 1 wherein the 
machine readable indicia are In the fom of bar 
codes. 

3. A method as claimed in any preceding daim whe- 
rein the package Includes a transparent window 
(24) through which tHe machine readable indicia 
are optteally readable by means of the reading 
apparatus. 

4. A method as claimed in any preceding daim whe- 
rein the instrument is an endoscope accessory 
which in use is inserted through an operating 
channel of an endoscope. 

5. A method as claimed in any preceding daim whe- 
rein the machine readable Indksia are applied to 
a tag penmanently attached to an instnjment. 

6. A method as claimed in any preceding daim whe- 
rein the instmnrfent is labelled following sterilis- 
ation. 

7. A method as daimed in claim 6 wherein the 
Instrument is placed in the package prior to steril- 
isation. 
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8. A method as claimed in any preceding claim whe- 
rein the operator readable Indicia includes a 
graphic representation of the instrument and/or 
the anatomical use of the instrument. 

5 

9. A method as claimed in any preceding claim whe- 
rein the processor is a computer programmed to 
store data recording the number of occasions on 
which each instrument Is sterilised and which 
includes such data in the operator readable indi- io 
cia. 
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